Dear Panel Physician:

On September 30, 1996, the United States Congress amended the Immigration and
Nationality Act by revising the health-related grounds of inadmissibility. A new
subsection, PROOF OF VACCINATION REQUIREMENTS FOR IMMIGRANTS, has
been added and this new subsection requires any alien who seeks an immigrant visa to
show proof of having received vaccination against certain vaccine-preventable
diseases. Congress also amended the Act to allow the alien to apply for a waiver if : (1)
the alien receives the vaccines that were initially missing, (2) the vaccine(s) would not
be medically appropriate, or (3) compliance with the vaccination requirement would be
contrary to the alien’s religious beliefs or moral convictions. This new vaccination
requirement applies to all immigrant visa applicants and must therefore be incorporated
into the medical exam process. This new vaccination requirement has necessitated
that instructions be developed so that panel physicians can include the new
requirement as part of the medical examination. The instructions are based on
recommendations made by the Advisory Committee on Immunization Practices (ACIP).
The ACIP is an advisory committee to the United States Centers for Disease Control
and Prevention (CDC) that makes general recommendations on immunization,
including safe and effective immunization schedules. These new immunization
technical instructions shall apply to all medical examinations and are now in

effect.

Enclosed are the technical instructions and guidance for implementing the new

vaccination requirements. These new instructions on immunization should be added to



the document Technical Instructions for Medical Examination of Aliens, June 1991, and

be included in the medical examination of all applicants. It is anticipated that the

Technical Instructions for Medical Examination of Aliens and The Medical Examination

of Applicants for United States Visas Optional Form (OF-157), will be revised later this
year to formally include these changes. Please note that panel physicians must give a

copy of the supplemental form to OF-157 to all applicants for their personal records.

If you have any questions about the new immunization instructions, please write or
contact me by fax at (404) 639-2599. Also, we would appreciate receiving any

comments or suggestions you might have on the new vaccination requirements.

Thank you for including this new requirement in the medical examination process.

Sincerely yours,

Robert Wainwright, M.D.

Director

Division of Quarantine

National Center for Infectious Diseases

Enclosure



“ ADDENDUM TO THE
TECHNI CAL | NSTRUCTI ON FOR
VEDI CAL EXAM NATI ON OF ALI ENS
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VACCI NATI ON REQUI REMENTS FOR | MM GRANT VI SA APPLI CANTS
April 1997

Backgr ound

These instructions and the acconpanyi ng tables are based on
recommendati ons made by the Advisory Committee on | nmunization
Practices (ACIP), an advisory commttee to the United States
Centers for D sease Control and Prevention (CDC). The ACI P nakes
general recomrendations on i muni zati ons, including safe and
effective i muni zation schedules, for individuals in the United
States. These recommendations are directed to health care
providers who are in clinical and preventive nedici ne and who
usual |y provide continuing care, including inmunizations.

However, because vacci ne circunstances and di sease preval ence
often differ in other countries, and since panel physicians
normal Iy see applicants only one tine, ACIP s recommendations are
not conpletely translatable to practices that occur in foreign
countries. As a result, these instructions and tables have been
devel oped to provide gui dance to panel physicians performng the
nmedi cal exam nation. The follow ng docunents are provided to
conpl emrent the witten instructions bel ow

1. Table 1, Requirenents for Routine Vaccination of

| mm grants who are not Fully Vaccinated (or Have no
Docunent ati on) and Exam ned Overseas.

2. Table 2, Major Contraindications to Vaccinations Listed
on Table 1.

3. Table 3, Vaccine Schedul e for Routine |Immunizations.



4. Chart 1, Procedure for Determ ning Vaccination Status
for Each Vacci ne.
5. Suppl enental Formto OF 157.

Summary of Vacci nati on Requirenents

Vacci nati ons Required
I n general, an applicant nmust be adm nistered a single dose

of each vaccine listed in Table 1 as part of the nedical

exam nati on.

or

Excepti ons

| f the applicant has already received a full series of a
particul ar vaccine (or is immune to that disease), no
further doses of that vaccine are required.

A dose of a particular vaccine is not required if a waiver
is requested for that vaccine.

Wi vers

Wai vers are avail abl e under two circunstances:

Bl anket wai vers are avail abl e when recei pt of a vaccine
woul d not be nedically appropriate (categories detailed
bel ow) .

| ndi vi dual wai vers are avail abl e based on an individual's
religious or noral objection to vaccination.

The consul officer will determ ne whether the applicant is

eligible to receive a particul ar waiver.

Procedure for Determ ning Vaccination Status for Each Vaccine

1

Witten Vaccination History
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otain the applicant’s witten record of vaccine history
(applicant’s personal imrunization record). Refer to Chart 1,
Procedure for Determ ning Vaccination Status for Each Vacci ne.
Transfer the applicant’s vaccine history to the Vaccine History
section of Supplenmental Formto OF-157. Only those doses of
vacci ne that include date of receipt (nonth, day and year) are
acceptable. Self-reported doses of vaccine without witten
docunent ati on are not acceptabl e.

2. Vacci nation Series Conplete Prior to Medical Exam nation

Revi ew the applicant's records to determ ne whether the applicant
has received a conplete series of each vaccine, or has witten

| aboratory evidence of imunity to a di sease for which
vaccination is required. (Note the date of such | aboratory

evi dence on the Supplenental Formto OF-157.)

A Check "Yes" in the "Conpleted Series or Fully Imune" box,
if conplete for a particular vaccine, or if there is
witten laboratory evidence of inmmunity to one of the
foll ow ng four diseases: neasles, nunps, rubella, or
hepatitis B, or, in the case of varicella (chickenpox), if
there i1s a reliable history of the disease (verbal or
written report of prior varicella [chicken pox] infection)
or laboratory evidence of chickenpox immunity. Applicants
who present evidence of immunity, or, iIn the case of
varicella, a reliable history of the disease, require no
further vaccination against those diseases. (The date of
the laboratory test should be entered in the “Completed
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Series or Fully Immune” column of Supplemental Form to OF-
157.)

B. I f the vaccine history indicates that the applicant has
received a conplete series of each vaccine (or is
immune to a disease for which a vaccine series has not
been conpl eted), check the box in section 3 for
"Vaccine history conplete for each vaccine, al
requi renents net.”

3. Vacci nation Series Inconplete Prior to Medical Exam nation -
Adm ni stration of Vaccines During Medical Exam nation or
Application for Wiver(s)

| f the vaccine history shows that the applicant has not received
a conplete series of each vaccine (or no evidence of immnity),
adm ni ster a single dose of each m ssing vaccine at the tine of
the nedical examination,'® note the date in the appropriate box in
section 2, and check the box in section 3 for "Applicant may be
eligible for bl anket wai ver(s) as indicated above," except do not
adm ni ster a dose under the follow ng circunstances that require
application for a blanket "Not Medically Appropriate” waiver:

A Not Age Appropriate

Tabl e 1 shows which vaccines are indicated based on the
age of the applicant at the tinme of the nedical

exam nation. For each vaccine for which adm nistration
IS not age appropriate, check the "Not appropriate age"
wai ver box.

B. Contrai ndi cati on



Tabl e 2 shows the mgjor contraindications to
vacci nation for each required vaccine. |If the
appl i cant has a contrai ndi cation, check the
"Contraindication" waiver box for that vaccine.

| nsufficient Tine I nterval Between Doses

Table 3 is the recommended routine schedul e for

vacci nes adm nistered in the United States. (You nmay
al so wish to consult your country's vacci nation
schedul e, which may be available fromyour Mnistry of
Heal th or the vacci ne manufacturer.) |If a dose of a
requi red vacci ne has been administered prior to the
medi cal exam nation, and the m ninmuminterval for
recei pt of the next dose has not passed, check the
"Insufficient tine interval" waiver box for that

vacci ne.

Seasonal Adm nistration of Influenza Vacci ne

| nfl uenza vacci ne nmust be adm ni stered to age
appropriate applicants only during the flu season.
Check the "Not Flu Season" waiver box at other tinmes of
the year.

Vacci ne Unavail able in Country Where Medi cal
Exam nati on Perf ornmed

When a required vaccine is not |icensed and/or

avai lable in the country where the nmedi cal exam nation
is perforned, check the "Vaccine unavailable in
country" wai ver box for that vaccine.



F. Rel i gi ous or Moral Objection to Vaccination

When an applicant objects to vaccination based on
religious or noral grounds, check the box in section 3
for "Applicant will request an individual waiver based
on religious or noral convictions."

4. Vacci nation Series Inconplete After Medical Exam nation -
Wai ver

Conpl etion of a vaccine series is not required to conclude the

i mm gration nmedi cal exam nation, since such a requirenent woul d
require multiple visits to the panel physician and could lead to
unnecessary delay in the immgration process. |If admnistration
of the single dose of a vaccine at the tinme of the nedical

exam nation does not conplete the series for that vaccine (or the
series requirenents are not known), check the "Insufficient tine
interval" waiver box to indicate that additional doses would be
required to conplete the series for that vaccine (and check the
box in section 3 for "Applicant may be eligible for bl anket

wai ver (s) as indicated above.”)

5. Vacci nation Series Conplete After Medi cal Exam nation

| f adm nistration of the single dose of a vaccine at the tine of
t he nedi cal exam nation conpletes the series for that vaccine,
check "Yes" in the “Conpleted Series or Fully Imrune" box.

6. | muni zati on Requirenments Not Met - No Waiver Application

| f the applicant's vaccine history is inconplete, and the
applicant refuses adm nistration of a single dose of each m ssing



vaccine or is ineligible for a waiver, check the box in section 3
for "Applicant does not neet imrunization requirenents.”

7. Copy of Supplenental Formto OF 157

A conpl eted copy of Supplenental Formto OF- 157 nust be provided
to each applicant. Note: Only the panel physician should
conpl ete the Supplenental Formto OF- 157.

8. The panel physician should counsel all applicants who do not
have a conplete series for a vaccine to seek a private physician
in the United States who can assist the applicant in becom ng
fully vacci nat ed

[footnote] 'The panel physician may refer the applicant to

anot her health care provider to receive required vaccinations.
In such a case, the panel physician should not conplete the
Suppl emrental Formto OF 157 until the applicant returns with a
witten record fromthe referral health care provider that notes
t he vacci nes adm ni stered and the dates of adm nistration.



Appendix A March 1998

AAddendum To The Techni cal Instructions For Medi cal Exam nation
O Aliens, June 1991", Vaccination Requirenments For |nmm grant
Visa Applicants, April 1997

Questions and Answers on General Adm nistration of Vaccines,
CGeneral Contraindications and Precautions, and Specific Vaccines
for Panel Physicians

The foll ow ng general information is based on both U S. and Wrld
Heal t h Organi zation (VWHO) experience with inmunization prograns.
The information bel ow reflects the recomendati ons of the U. S.
Advi sory Conmmittee on I mmuni zation Practices, the Anerican
Acadeny of Pediatrics, and the WHOs worl dwi de Expanded Progranme
on | muni zation (EPI).

The gui dance on vaccines found in Section IIl is based on U S.
vacci nes and standards but al so reflects gl obal vaccine

i nformati on published by the WHO and United Nations Chil dren:s
Fund (UNICEF), in 1996, in the docunent entitled State of the
Worl d=s Vaccines and | nmmuni zati ons.

Panel Physicians should use this information to inform potenti al
vacci nees of all ages and their parents/caretakers regarding the
benefits, contraindications and precautions related to vaccines
and i nmuni zations. Panel Physicians nay choose to provide oral
and, in sone cases, witten information about the benefits and
precautions of vaccines and their adm nistration.

|. GCeneral Adm nistration

1. Wat can be considered proof of valid imunizations?



Witten docunentation is necessary and sufficient as evidence of
prior inmmnization. In general, witten inmunization records may
be considered valid if the vaccine, date of adm nistration,

i nterval between doses, and age of the patient at the tine of
vacci nati on woul d be appropriate for a conparabl e vaccine
produced in the United States.

2. |Is the storage and handling of vaccines inportant?

Yes. Failure to adhere to recommended specifications for storage
and handling of vaccines can weaken these products or make them

i neffective. Reconmmendations included in a product:=s package
inserts, including reconstitution of vaccines, should be foll owed
closely to assure nmaxi mum potency of vaccines. Vaccine quality
is the shared responsibility of all parties fromthe tine the
vaccine is manufactured until adm nistration. Vaccines should be
stored at reconmended tenperatures inmediately upon receipt.
Certain vaccines, such as oral polio vaccine(OPV) and varicell a,
are very sensitive to increased tenperature. Oher vaccines are
sensitive to freezing, including diphtheria and tetanus toxoids
conmbi ned and pertussis vacci ne(DTP), diphtheria and tetanus

t oxoi ds conbi ned and acel | ul ar pertussis vacci ne(DtaP),

di phtheria and tetanus toxoids for pediatric use (DT), tetanus
and di phtheria toxoids for adult use (Td), inactivated poliovirus
vacci ne (I1PV), Haenophilus influenzae type b conjugate vaccine
(H b), hepatitis B vacci ne, pneunococcal vaccine, and influenza
vacci ne.

3. What if the required vaccine is not i mediately avail able
t hrough the Panel Physician?

Normal |y the Panel Physician will refer the applicant to a
facility where the vaccines are avail abl e. I f the vaccine(s)
are not avail able in-country, a nedical waiver can be granted.

4. \Wiat if the Panel Physician does not know the age of a child?

Appl i cants seeking immuni zations will do so as part of the

requi red nedi cal exam nation needed for a U S. immgration visa.
In the extrenely rare event when neither the applicant:s
caretaker nor the Panel Physician know the age of a child
presenting for immnization, the Panel Physician should follow
good nedical practice. |If the child does not present any



contraindicati ons and has no proof of prior imunization, the
child should receive the first dose of a series of vaccines
appropriate for the estimated age of the child. Renaining doses
can be adm nistered after entry into the U S

5. Is there any risk if travel to U S. is initiated shortly
after receiving vaccinations?

There is normally no risk in initiating travel shortly (sane day)
after receiving one or nore vaccinations. Even though there is
normally no risk in travel shortly after vaccinations, Panel
Physi ci ans may advi se when feasible that travel be delayed for a
f ew days.

6. Can a child or person with poorly docunented nedical history
recei ve vacci nes?

Yes. Persons needing to receive vaccines will do so at the tine
of their medical exam nation for an inmmgration visa. Every
effort should be made to vaccinate unl ess a contraindication

exi sts, in which case a waiver may be necessary.

7. Is it an acceptable practice to adm nister several of the
requi red vacci nes sinmultaneously?

Studi es and extensive clinical experience have strengthened the
scientific basis for adm nistering certain vaccines

si mul t aneously. Many of the conmmonly used vaccines can safely
and effectively be adm ni stered sinultaneously (i.e., on the sane
day, not at the sane anatomi cal site). The simnultaneous

adm nistration of the nost wdely used live and inactivated

vacci nes, including varicella, has not resulted in inpaired

anti body responses or increased rates of adverse reactions.

8. If vaccines are admni stered simultaneously, how and where on
t he body should they be adm ni stered?

Vacci nators should be famliar wth the structural anatony of the
area into which they are injecting vaccine. An individual

deci sion on needle size and site of injection nust be nmade for
each person based on age, the volune of the material to be
adm ni stered, the size of the nuscle, and the depth bel ow the
nmuscl e surface into which the material is to be injected. The
deltoid is recormended for routine intramuscul ar vaccination
anong adults, particularly for hepatitis B vacci ne.

10



Wth regards to an ideal distance between injection sites for

mul tiple vaccinations in the sane arm the followng is
recommended: If nore than one vaccine preparation is adm nistered
or if vaccine and an i nmune gl obulin preparation are adm ni stered
simultaneously, it is preferable to adm nister each at a
different anatomc site. It is also preferable to avoid

adm nistering two intranuscular injections in the sanme |inb,
especially if DIP is one of the products adm nistered. However,
if nmore than one injection nust be adm nistered in a single |inb,
the thigh is usually the preferred site because of the greater
nmuscl e mass; the injections should be sufficiently separated
(i.e. 1-2 inches apart) so that any |ocal reactions are unlikely
to overl ap.

9. What if a child vomts after taking OPV?

Infants may sonetines fail to swallow oral preparations (e.g.,
oral poliovirus vaccine (OPV)) after admnistration. |If, in the
j udgnent of the person adm nistering the vaccine, a substanti al
anount of vaccine is spit out, regurgitated, or vomted shortly
after admnistration (i.e., within 5-10 m nutes), another dose
can be admnistered at the sane visit. |If this repeat dose is
not retained, neither dose should be counted, and the vaccine
shoul d be re-adm nistered at the next visit.

1. General Information on Contraindi cati ons and Precauti ons

1. Wat are sone exanpl es of when vaccine(s) may not be
medi cal | y appropriate?

Sone exanpl es of contraindications include:

l.
Neur ol ogi ¢ or severe hypersensitivity reaction to a prior
dose of DIP or DtaP is reason for a nedical waiver

Anaphyl actic allergy to neomycin or streptonycin contained
In polio, neasles, munps, and rubella vaccines is a reason
for a nedical waiver. Allergy to yeast in hepatitis B
vacci ne nmay al so be a reason for a nedical waiver
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Pregnancy. Conbi ned Tetanus and di phtheria toxoid (Td) is
the only vaccine routinely indicated for susceptible
pregnant wonen. Polio, neasles, nunps, rubella, and
varicell a vacci nes should not be routinely adm nistered to
pregnant wonen.

| mmunoconprom sed children. Special consideration needs to
be given to i munoconprom sed children, such as those with
congeni tal i mmunodeficiencies, HV infection, and

mal i gnancy, or recipients of inmunosuppressive therapy.

Medi cal waivers for live virus vaccines, oral polio,

neasl es, nmunps, rubella, and varicella vacci ne shoul d be
granted in these cases and vacci ne not adm ni stered.

| mmunosuppressi ve therapies --including irradiation,

anti met abolites, alkylating agents, cytotoxic drugs, and
corticosteroids (used in greater than physiol ogi c doses) -
may reduce the i mmune response to vaccines. Although no
specific studies with pertussis vaccine are available, if

i mmunosuppressive therapy will be discontinued shortly, it
is reasonable to defer vaccination until the patient has
been off therapy for 1 nonth. Oherw se the patient should
be vaccinated while still on therapy. 1PV (inactivated
polio vaccine) nmay be used in these cases.

Mal nutriti on al one has not been shown to be a risk factor
for adverse events and is not grounds for a waiver.

Fever per se is not a contraindication to inmmunization.
For the child with an acute, febrile (>=38°C) ill ness,

gui del i nes for inmunization are based on the physici an=s
assessnent of the child=s illness and the specific vaccines
the child is scheduled to receive. However, if fever or

ot her mani festati ons suggest a noderate or serious illness,
the child should not be vaccinated until recovered.
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Moderate to severe vonmting nmay al so be a reason to defer
I mruni zati on.

2. \Wen should persons wth noderate or severe febrile illnesses
be vacci nat ed?

These persons can be vacci nated as soon as they have recovered
fromthe acute phase of the illness. This wait avoids
superinposi ng adverse effects of vaccination on the underlying
illness or mstakenly attributing a mani festation of the
underlying illness to the vacci ne.

3. Wat is the difference between a contraindication and a
precaution?

A contraindication is a condition in a recipient which is likely
toresult in alife-threatening problemif the vaccine were
given. A precaution is a condition in a recipient which may
result in alife-threatening problemif the vaccine is
adm ni stered, or a condition which could conprom se the ability
of the vaccine to produce inmunity. When faced with the latter
conditions (precautions), sone providers may el ect to adm nister
vaccine if they believe that the benefits outweigh the risks for
the patient. (For exanple, caution should be exercised in
vaccinating a child with DTP who, within 48 hours of receipt of a
prior dose of DTP, devel oped fever >40.5C (105F); had persistent,
i nconsol able crying for >3 hours; collapsed or devel oped a shock-
like state; or had a seizure within 3 days of receiving the

previ ous dose of DTP. These signs are not contraindi cations per
se.)

The maj or contrai ndi cations include:

An i mredi at e anaphyl actic reaction

Encephal opathy (not due to another identifiable cause)_rel ati ng only to
pertussi s-containing vacci nes

Sonme precautions (relating only to pertussis-containing vaccines)
i ncl ude:
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Fever >105F (>40.5C) that is not attributed to another
i dentifiable cause occurring within 48 hours after
vacci nati on.

Collapse or shock-like state (i.e., a hypotonic-hyporesponsive episode) occurring
with 48 hours after vaccination.

Persistent, inconsolable crying lasting >3 hours and occurring wthin
48 hours after vaccination.

Convulsions with or without fever occurring within 3 days after vaccination.

4. \VWat are sone of the safety considerati ons when adm ni stering
vacci nes?

Persons adm ni stering vacci nes shoul d take the necessary
precautions to mnimze risk for spreadi ng di sease. Hands shoul d
be washed before each new patient is seen. Syringes and needl es
used for injections nust be sterile and preferably disposable to
mnimze the risk of contam nation. A separate needle and
syringe nust be used for each injection. D fferent vaccines
shoul d not be nmixed in the sane syringe unless specifically
licensed for such use. D sposable needles and syringes should be
di scarded in | abel ed, puncture-proof containers to prevent

i nadvertent needle stick injury or reuse.

I11. Information on Specific Vaccines

1. What are the different types of vaccines and what are the
expected side effects fromthese vacci nes?

There are two basic types of vaccines: |ive attenuated and
i nactivated. Live attenuated vaccines are produced by

nodi fyi ng a di sease-producing (wld) virus or bacteria in a
| aboratory. The resulting vaccine organismretains the
ability to replicate (grow) and produce i mmunity, but

usual Iy does not cause illness. Adverse events follow ng
live attenuated vaccines are simlar to a mld formof the
natural illness. For exanple, neasles disease is

characterized by rash and fever; the nost conmon adverse
events follow ng neasles vaccine are rash and fever.
Adverse events followi ng |ive vaccines occur after one

i ncubation period of the vaccine virus (except allergic
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reactions, which occur in mnutes or hours). For exanple,

t he peak occurrence of fever and rash after neasles vaccine
is 7-10 days after vaccination. Live attenuated vaccines

i nclude oral polio vaccine, neasles, nmunps, rubella

vacci nes, and varicella vaccine.

| nacti vat ed vacci nes can be conposed of either whole or
partial (fraction or subunits) bacteria or viruses.

| nacti vated vaccines do not replicate, so adverse events are
not simlar to the natural disease. Since a |arge amunt of
killed bacteria or virus is given in the injection, the nost
conmon adverse events are |local at the site of injection,
such as pain, swelling, and redness. Fever may occur, often
as a mani festation of inflammtion at the site of injection.
Local reactions to inactivated vaccines generally increase
wi th increasing nunbers of doses of the vaccine. MIld
system c synptons can al so occur. Adverse events from

i nacti vated vacci nes generally occur within 1-3 days of the
dose of the vaccine (i.e., unrelated to the incubation
period of the disease). Inactivated vaccines include
Haenophi l us i nfl uenzae type b vaccine, diphtheria and

t et anus toxoi ds conbi ned, pertussis (whole cell or

acel lul ar) vaccine, influenza vacci ne, pneunbcoccal vaccine,
and hepatitis B vacci ne.

2. What are the benefits and risks associated with the
Haenophi l us i nfluenzae type b Vaccine (H b)?

About the Di sease

To under stand why the Haenophilus influenzae type b (Hib)
vaccine is used, one nust first understand the di sease
caused by the bacteria. H b is a |eading cause of acute

| ower respiratory tract infection anong young chil dren,
especially in developing countries. Wile it is difficult
to assess the global burden of H b disease, it is estimted
t hat over 500,000 children a year die fromH b pneunoni a.

H b is al so one of the |eading causes of non-epidemc
meningitis, which can lead to brain damage and acquired
deafness. It is estimated that nore than 50,000 children
die fromH b neningitis every year. The disease affects
mai nly children under five years (90% of all cases)-with
peak incidence at 6-11 nonths.
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About the Vaccine

Si nce 1990, four conjugate vacci nes (vaccines which are nmade
nore potent by linking the cell wall of inactivated bacteria
with a protein carrier) have been licensed for use in
children fromtwo nonths of age. |In Finland and Icel and,
where the vaccine was introduced in 1992, the incidence of
the disease fell dramatically and it has now al nost been
elimnated. Most other industrialized countries are now
seeing equally dramatic reduction in disease incidence.

What are the benefits of the Hi b vaccine?

Vaccination is the best way to protect against Hi b disease.
Many chil dren woul d devel op severe Hi b disease, with
possible lifelong conplications, wthout the vaccine.

What are the risks of the H b vaccine?

Hi b vaccine is one of the safest of all vaccines. As wth
any nmedicine, there is a very small risk that serious
probl ens, even death, could occur after receiving a

vacci nation. However, the disease is much nore likely to
cause serious illness than the vaccine. Information based
on adverse events followi ng Hi b vaccine licensed in the
United States suggests that if adverse events occur, they
usually start within 1 day of vaccination and nay | ast 2-3
days. As expected follow ng adm nistration of an

i nacti vated vaccine, they include redness, warnth, or
swelling at the site of injection, fever, vomting,
diarrhea, or irritability.

3. Wiat are the benefits and risks associated with the Polio
vacci ne?

About the Di sease

To understand why the Polio vaccine is used, one nust first
understand the di sease caused by this virus. Polio is a
viral infection of the nervous system It affects nostly
children and can cause lifelong paralysis, respiratory

di stress, and sonetinmes death. Up to 95% of all polio

i nfections are inapparent, but infected persons w thout
synptons shed virus in the stool and are able to transm t
the virus to others. Although polio is incurable, it can be
prevented by i mmuni zation.

About the Vaccine
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Two vaccines are available: an inactivated injectable polio
vaccine (IPV) and a live attenuated oral polio vaccine
(OPV). Both vaccines are highly effective against all three
serotypes of poliovirus, but there are significant
differences in the way each vacci ne worKks.

The oral polio vaccine is the vaccine of choice for use in
the EPI. It is cheaper and easier to adm nister than the

i njectable vaccine. It also nmultiplies and induces imunity
in the gut, the key site where wild poliovirus nultiplies.

Al t hough OPV is safe and effective, in about two in every 5
mllion doses of the vaccine the live attenuated virus can
cause paralysis, either in the immunized child or in a close
cont act .

| nacti vated polio vaccine provides individual protection
agai nst polio paralysis, but it induces only very | ow
inmmunity in the gut. Because of this, |IPV cannot prevent
the spread of wild poliovirus and cannot be used to
eradicate polio in communities. However, |PV does not carry
the risk of paralysis associated with OPV.

VWat are the benefits of the Polio vaccine?
Polio vaccine prevents polio. Before polio vaccine,
hundreds of thousands of children acquired polio each year.

OPV: No injection. OPV provides individual protection and
i ncreases the protection for comunities frompolio
out br eaks.

| PV: I PV provides individual protection frompolio. It can
be given to i munoconpron sed persons or to persons |iving
in a household with i munoconprom sed persons. It does not
cause paral ysis.

What are the risks of the Polio vaccine?

OPV: In the United States, for exanple, where wld
poliovirus has already been eradicated, the only source of
the disease is now OPV. Every year 5-10 people becone
paral yzed follow ng i mmuni zation with OPV - half of them
recently immuni zed children and the rest non-inmuni zed or
partially inmmunized contacts. In response to nounting
public concern, the US Advisory Commttee on | nmunization
Practices decided in June 1995 to draw up new gui delines on
polio inmunization. In October 1995 the Committee
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recommended the introduction of a conbined | PV OPV schedul e
inthe United States - an initial two doses of IPV to be
foll owed by two doses of OPV. The US Advisory Conmmittee on
| mmuni zation Practices has enphasi zed that the | PV/IOPV
schedul e applies only to the United States and have strongly
endor sed WHOs gl obal eradication strategy. OPV cannot be

gi ven to i mmunoconprom sed persons or persons living in
househol ds wi t h i mmunoconpr om sed persons.

IPV: MId soreness at the site of injection can occur.

4. \What are the benefits and risks associated with the vacci nes
for Measles, Munps, and Rubella (Measles or MR or MVR)?

About the D sease

To understand why the vaccines for neasles, nmunps, and
rubell a are used, one mnmust first understand the di seases
caused by these viruses.

1. Measles

Measl es remai ns one of the major chil dhood killers,
accounting for nore child deaths than fromall the other
vacci ne- prevent abl e di seases conbi ned. WHO estimates t hat
about 40 mllion cases of neasles occur each year but |ess
than 5% are ever reported. The disease thrives in cities,
especially in deprived urban areas where overcrowdi ng, poor
sanitation, and pockets of |ow i mmuni zati on ensure the
continued circul ation of neasles and ot her diseases.

Ni nety-ei ght percent of the neasles deaths occur in

devel oping countries. dobally, the disease accounts for
over 10% of deaths anmong children under five years and 50%
under one year old. Measles can lead to lifelong

di sabilities, including brain damage, blindness, and

deaf ness, especially in devel oping countries. O her
conplications include pneunonia, diarrhea, ear infections,
and sei zures.

2.  Minps

Munps infection can cause fever, headache, |ynphadenopat hy,
aseptic neningitis, deafness, orchitis, and oophoritis.
Infrequently, pancreatitis may occur.

3. Rubel | a
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Rubel la (German neasles) is a mld rash disease that affects
nmostly children. But if the disease is contracted by a
worman during the first three nonths of pregnancy, the
consequences for the devel opi ng fetus can be devastati ng.
There is a 50% increase in spontaneous abortions. In up to
70% of cases, the baby is born with permanent disabilities,

i ncludi ng blindness, deafness, brain damage, and heart

defects. In developing countries, it is estimated that a
quarter of a mllion babies are born with congenital rubella
syndrone (CRS) annually. In an epidemc year, there is

likely to be a tenfold increase in the incidence of CRS in
i ndi vi dual countries.

About the Vaccine
Measl es, munps, and rubella vaccines are |ive attenuated
viral vacci nes.

A live attenuated rubella vacci ne has been avail abl e since
1969. It is widely used in the industrialized world,

al t hough i mmuni zati on schedul es vary from one country to
another. The vaccine is available as a single vaccine, in
conmbi nation with neasles vaccine (MR), or as a neasl es,
munps, and rubell a conbi ned vacci ne (MVR).

What are the benefits of the vaccines for Masles, Mnps,
and Rubel | a?

Vaccination is the best way to protect agai nst neasl es,
munps, rubella and the conplications fromthose di seases,
i ncl udi ng congenital rubella syndrone.

What are the risks of the vaccines for Masles, Minps, and
Rubel | a?

The adverse events foll ow ng neasles, munps, rubella

vacci ne(s) represent replication of the virus(es) with
subsequent mld illness. Allergic reactions would occur
wWithin mnutes to hours followi ng the vaccine

adm ni stration. Soon after the vaccination, there may be
soreness, redness, or swelling at the injection site. One
to two weeks after the vaccination, there may be rash,
fever, |ynphadenopathy, or infrequently, a seizure.

Adverse events related to the neasles conponent of the

vacci ne occur 5-12 days post-vaccination. The npst conmon
adverse events are fever and rash. Information from Sweden
and Finland indicates that a decrease in the platel et count
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(t hronbocyt openi a) may occur once in 30,000 to 40,000 doses
of vaccine. Thronbocytopenia is usually not clinically
apparent, although a few cases of thronbocytopenic purpura
have been reported. Parotitis and fever have been reported
rarely follow ng munps vaccine. 1In countries that use the
Urabe strain of nmunps vaccine virus, there is a slight risk
of aseptic nmeningitis (one per several thousand doses). One
to three weeks follow ng the vaccination, there may be
arthralgia or arthritis in one or nore joints, lasting up to
3 days. This is believed to be the result of the rubella
conponent of the vaccine. The joint conplaints are nore
frequent in post-pubertal wonen.

5. What are the benefits and risks associated with the
Di pht heria, Tetanus, and Pertussis Vacci nes

About the D sease

To understand why the vaccines for diphtheria, tetanus, and
pertussis are used, one nmust first understand the di seases
caused by these bacteri a.

1. D phtheria

D phtheria is an infectious disease caused by the bacteria
(Corynebacterium di phtheriae) and is spread by coughi ng and
sneezing or through contact with skin infections. It can
affect the tonsils, upper respiratory tract and the heart.
Al t hough the di sease can be treated with di phtheria
antitoxin and antibiotics, even with appropriate treatnent
up to 10% of cases are fatal. Serious conplications from
the spread of diphtheria can occur, involving the heart
(myocarditis) and central nervous systemto various organs.

D phtheria was a dreaded chil dhood illness in the pre-
vaccine era and is re-energing today in epidenmcs involving
mai nly adults and non-imuni zed children. Over tinme, with
consistently high I evels of inmunization coverage in

chil dren under one, vaccine-induced i nmunity wanes and
groups of non-imune individuals build up, creating the

i deal conditions to seed an epi dem c.

2. Tetanus

Tetanus is an acute, often fatal, disease caused by a toxin
produced by the bacteria Costridiumtetani. It is
characterized by generalized increased rigidity and

convul sive spasnms of skeletal nuscles. The nuscle stiffness
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usually involves the jaw (I ockjaw) and neck first, and |ater
becones generali zed.

3. Pert ussi s

Pertussi s (whooping cough) is an infectious di sease caused
by the bacteria Bordetella pertussis. In 1994 there were an
estimated 40 mllion cases of pertussis worldw de and

360, 000 deaths. Every year nearly 5 mllion children suffer
from bronchopneunonia as a result of pertussis infection,
whi l e 50, 000 children devel op | ong-term neurol ogi cal

conplications, including permanent brain danage. In
devel opi ng countries the death rate can exceed 15% but is
usually not so high. 1In the industrialized countries it is

much | ower, with 4 deaths out of every 10,000 infected
chi |l dren.

About the Vacci ne

What are the benefits of the vaccines for Diphtheria,
Tet anus, and Pertussis?

Vaccination is the nost effective nethod of preventing these
di seases and their serious conplications, including death.
Because it is not possible to eradicate the organi smthat
causes tetanus, vaccination is the only nethod to prevent

t he di sease.

What are the risks of the vaccines for Diphtheria, Tetanus,
and Pertussis?

As wth nost inactivated vaccines, |ocal reactions, such as
pai n, redness, and swelling at the injection site, are the
nost common adverse events observed. Fever and mld
systemi c reactions also occur frequently, usually starting
wi thin several hours of vaccination and lasting up to 1 to 2
days. Arthus-type hypersensitivity reactions, characterized
by severe local reactions, may occur, particularly in
persons who have had nmultiple prior boosters. These
reactions are a result of high circulating | evels of

di phtheria antitoxin. Rarely, severe system c reactions
such as generalized urticaria, anaphylaxis, or neurologic
conpl i cati ons have been report ed.

Q her reactions that can occur after pertussis vaccine are
prol onged or unusual crying, high fever, seizure, and a
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shock-col | apse reaction (infant becones pale, linp, and | ess
alert). No |long-termconsequences of these reactions have
been found. Very rarely, some children may have prol onged
seizure activity or encephal opathy follow ng the vacci ne.

6. Wat are the benefits and risks associated with the Hepatitis
B vacci ne?

About the Di sease

To understand why the vaccine for hepatitis B is used, one
must first understand the di sease and di sease conplications
caused by the virus. Mrre than 2 billion people today have
at sone tine in their lives been infected wwth the hepatitis
B virus (HBY). O these, about 350 mllion renmain
chronically infected (carriers), developing cirrhosis of the
liver, or liver cancer. Carriers are able to transmt the
di sease for many years. Every year there are over 4 mllion
acute clinical cases of hepatitis B and approxi mately one
mllion deaths. Primary |iver cancer caused by hepatitis B
is now one of the principal causes of cancer death in many
parts of Africa, Asia, and the Pacific Basin.

G obally, child-to-child and nother-to-child transm ssion
accounts for the majority of infections and carriers. Young
children rarely devel op acute clinical disease, but

approxi mately 25% of children infected under the age of
seven becone carriers. No nore than 10% of ol der children
and adults beconme carriers. However, about 40% of ol der
children and adults who are infected devel op acute clinical
hepatitis B with jaundice. The disease can al so be
transmtted through the use of unsterile needl es or other
medi cal equi pnent and through cultural practices which

i nvol ve skin piercing.

In areas where there is low incidence of the disease
(Western Europe, North Anmerica, much of Latin Anerica, and
Australia) nother-to-child and child-to-child transm ssion
is less cormon. Most infections occur in adults through
sexual activity, needle sharing anong injecting drug users,
and |l ess frequently, anong nedi cal workers exposed to bl ood
products.

About the Vaccine
There are two types of hepatitis B vaccines. The first
vacci ne to be devel oped has been avail able since 1981 and is
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an inactivated vacci ne derived fromthe plasma of HBV-
positive donors. It has an outstanding record of safety and
effecti veness and has been used to i muni ze nore than 200
mllion people. The second vaccine, available since 1986,
is a genetically engineered reconbi nant vaccine. It is
equal |y safe and effective as the plasma-derived
alternative.

What are the benefits of the Hepatitis B vaccine?
Vaccination is the nost effective way to prevent hepatitis B
infection and the serious conplications and sequel ae.

What are the risks of the Hepatitis B vaccine?

The nost frequent adverse events follow ng hepatitis B
vaccine are pain at the site of injection and mld to
noderate fever. Fatigue, headache, and irritability have
al so been reported. Serious allergic reactions have been
reported rarely.

7. \What are the benefits and risks associated with the Varicella
vacci ne?

About the D sease

To understand why the varicella vaccine is used, one nust
first understand the di sease and di sease conplications
caused by the virus. Chickenpox is a conmon chil dhood

di sease affecting mllions of children a year. Although the
di sease is usually mld in otherw se healthy young children,
it can be serious when contracted by ol der children or
adults. It causes a rash, itching, malaise, and fever. It
can lead to pneunonia, brain danage, or death. Persons who
have had chi ckenpox can devel op herpes zoster (shingles)
later inlife.

About the Vaccine
The chi ckenpox vaccine is a |live attenuated vaccine. It was
licensed for use in the United States in March 1995,

VWhat are the benefits of the Varicella vaccine?

Varicella vaccine is the nost effective way to prevent

chi ckenpox and its conplications. Persons who devel op

chi ckenpox after receiving the vacci ne develop a m | der
case. Herpes zoster has been reported to occur 4-5 tines

| ess often follow ng the vaccine than follow ng the natural
di sease.
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What are the risks of the Varicella vaccine?

Local reactions such as soreness, redness, or swelling at
the site of injection may occur. A mld rash and fever can
al so occur approximately 2 weeks after the vaccination.
Rarely, febrile seizures have been reported.

8. Wiat are the benefits and risks associated with the | nfluenza
vacci ne?

About the D sease

To understand why the influenza vaccine is used, one nust
first understand the di sease caused by the influenza virus.
Influenza is a highly infectious viral illness. Influenza
di sease is characterized by the abrupt onset of fever,
nmuscl e aches, sore throat, and nonproductive cough. The
synptons usually last from2 to 3 days. The nost frequent
conplication of influenza is pneunonia, usually secondary
bacterial pneunonia. Primary influenza viral pneunpnia is
an unconmmon conplication, but has a high fatality rate.

O her conplications of influenza include nyocarditis,

wor seni ng of chronic pul nonary di seases, and death.

About the Vacci ne

The I nfluenza vaccine that is used in nbst countries is
conposed of inactivated influenza virus. Because it is an
i nacti vated vaccine, it cannot cause the flu.

What are the benefits of the Influenza vaccine?

The vaccine is effective in preventing disease in up to 90%
of health young adults (US data). Although the vaccine is
only 30% 40% effective in preventing disease in frai

el derly persons, it is 50% 60% effective in preventing
hospitalization in the elderly, and 80% effective in
preventing death (US data).

VWhat are the risks of the Influzenza vaccine?

Local reactions (soreness, erythema, and induration at the
injection site) are the nbst common adverse events foll ow ng
i nfluenza vaccination. These reactions usually last one to
two days. MId system c synptons, such as fever, chills,
fatigue, and nuscle aches are reported in <1% of vaccine
recipients (US data). These reactions begin 6-12 hours after
vacci nation and last for 1 or 2 days. They occur nobst often
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in persons with no prior exposure to the influenza virus or
vaccine. Rare allergic reactions have occurred, and they
likely are as a result of residual egg protein in the
vaccine. Unlike the 1976 sw ne influenza vacci ne,

subsequent vacci nes prepared from other virus strains have
not been clearly associated with an increased risk of
Quillain-Barre syndrome. Information from studi es conducted
since 1976 (US data) suggests that if an increased risk does
exist, it is lower for persons aged >65 years than for those
18-64 years of age. The slight increase could be due to
factors other than vacci ne.

9. What are the benefits and ri sks associated with the vacci ne
f or Pneunococcal D sease?

About the Di sease

To understand why the pneunobcoccal vaccine is used, one nust
first understand the di sease caused by the bacteria. Every
year in devel oping countries, nore than a mllion children
under five years die from pneunoni a caused by Streptococcus
pneunoni ae. This form of bacterial pneunonia is the biggest
killer anong the acute respiratory infections, which
together claimthe lives of over four mllion children a
year in the developing world. S. pneunoniae is also
responsi bl e for pneunbcoccal neningitis, which has a
fatality rate approximately as high as other fornms of
meningitis, and it often leads to hearing |loss or brain
damage in children who survive.

Wiile early treatnent with antibiotics saves nmany |ives,
there is increasing evidence that the m suse of antibiotics
has |l ed to the appearance of drug-resistant strains of the
bacteria in many countries.

About t he Vacci ne

The pneunobcoccal vaccine is conposed of purified
preparations of pneunococcal cell wall. One of the major
probl ens in devel opi ng a successful vacci ne against S.
pneunoni ae is the | arge nunber of different serotypes

i nvolved. More than 83 serotypes of the bacteriumare known
to cause di sease, about 10 of these account for up to 70% of
di sease in young children. The frequency of the serotypes
can vary fromyear to year, fromone age group to another,
and from geographical area to area. Pneunopcoccal vaccines
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are avail abl e which protect against 23 of the known
serotypes. But these are not effective in children under
two years, the age at which children are nost vulnerable to
t he di sease.

What are the benefits of the Pneunbcoccal vaccine?
The pneunobcoccal vaccine is 60% 70% effective in preventing
i nvasi ve di sease.

VWat are the risks of the Pneunbcoccal vaccine?

About half of those who are given pneunococcal vaccine have
very mld side effects, such as redness and pain at the
injection site. Infrequently, some persons may devel op
fever, nuscle aches, and severe |ocal reactions. Rarely,
severe allergic reactions have been reported.
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SUPPLEMENTAL FORM TO OF-157
Visa Applicant’s Documentation of Immunization
To be completed by panel physician only

1. Applicant Identifying Information

Date of Birth
(Family) (Personal) (Middle) (Month, Day, Year)
Mae Female Passport # Country
2. Immunization Record
Vaccine History Transferred from a Written Record Vaccine |Completed Waiver(s) to be Requested
; seriesor
Given Fully
immune Blanket
(Check if YHS
or write datef Not Medically Appropriate
of lab test if y Approp
immune)
Vaccine Date Rec'd | DateRec'd | Date Rec'd | Date Rec'd | Date given Not Contra- Vaccine Insufficient timiot fall
Mo/Day/Yr | Mo/Day/Yr | Mo/Day/Yr | Mo/Day/Yr | by appropriate | indication | unavailablein} interval (flu)
Panel Phy. age country season
Mo/Day/Yr
i
DT/DTP
Td i
Polio (OPV/IPV) i
Measles i
(or MR or MMR)
Mumps i
(or MMR)
i
Rubella
(or MR or MMR)
i
Hib
Hepatitis B i
Varicella i
Pneumococcal i
Influenza
3. Results

O Applicant may be eligible for blanket waiver(s) as indicated above.
O Applicant will request an individual waiver based on religious or moral convictions.
O Vaccine history complete for each vaccine, all requirements met.

O Applicant does not meet immunization requirements.
4. Panel Physician’s Identifying Information

Panel Physician’s Name Date
(print or type)

Panel Physician’s Signature




**The following is cover letter dated March 9, 1998 which was
sent to Panel Physicians indicating changes nmade to “Addendumto
Techni cal Instructions for Medical Exam nation of Aliens, June
1991,” Vaccination Requirenments For I mmgrant Visa Applicants,
April 1997. These changes have been incorporated in the attached
precedi ng copy of the addendumto the technical instructions.

Dear Panel Physi ci an:

On April 11, 1997, the Centers for Disease Control and Prevention
(CDC) distributed the technical instructions and gui dance for

i npl enenting the new vaccination requirenents for inmgrants. In
our cover letter to panel physicians, we asked that you provide
us with any comrents you may have after inplenenting the new
instructions for vaccination requirenents. W received a nunber
of comments from panel physicians, and we have nade appropriate
changes based on those conments. Please substitute the encl osed
pages in your technical instructions for vaccination

requi renents.

Pages Encl osed

Page 3, 5, Table 3 and addition of Appendix A

Pages Super seded

Page 3, 5, Table 3 and addition of Appendix A

Backgr ound

On page 3, Paragraph A has been nodified to include varicella
(chicken pox) and allows for a reliable history of the disease.

Par agraph A has been nodified to read as follows: (changes noted
initalics.)

A Check "Yes" in the "Conpleted Series or Fully Imune" box,
if conplete for a particular vaccine, or if there is
witten laboratory evidence of immunity to one of the
foll ow ng four diseases: neasles, nunps, rubella, or
hepatitis B, or, in the case of varicella (chickenpox), if
there i1s a reliable history of the disease (verbal or
written report of prior varicella [chicken pox] infection)
or laboratory evidence of chickenpox immunity. Applicants
who present evidence of immunity, or, iIn the case of
varicella, a reliable history of the disease, require no



further vaccination against those diseases. (The date of
the laboratory test should be entered in the “Completed

Page 2

Series or Fully Immune” column of Supplemental Form to OF-
157.)

On page 5, in Paragraph D, the word “fall” has been deleted to
clarify that the influenza vaccine should only be adm ni stered
during the flu season in the country where the nedica

exam nation is being perforned.

Tabl e 3 has been nodified to include additional vaccine schedul e
information for the follow ng vaccines: Tetanus and D phtheria
Toxoi ds conbi ned and Pertussis Vacci ne (DTP), Tetanus and

Di pht heri a Toxoi ds Conbi ned (Td), Measles Vaccine, and Varicella
Vaccine. Also, reference to DitaP (D phtheria and Tetanus toxoi ds
and acel lul ar pertussis vaccine) has been added to Table 3.

Appendi x A shoul d be added after page 6. Appendix Ais entitled
“Questions and Answers on General Administration of Vaccines,
General Contraindications and Precautions, and Specific Vaccines
for Panel Physicians.” The appendi x provi des the panel physician
with pertinent questions and answers concerni ng gener al

adm ni stration of vaccines, general information on
contraindi cati ons and precautions as well as information on
speci fi ¢ vacci nes.

W also want to informyou that on Novenber 12, 1997, an

i mruni zation requi renents exenption was signed into |aw which
exenpts imedi ate rel ative orphans who are 10 years of age or
younger fromthe vaccination requirenents. Therefore, these
children will not have to neet the vaccination requirenents at
the tinme of the medical exam nation

Lastly, the technical instructions in their entirety, including
this revision, are now avail able at our internet address on the
world wi de web server at http://ww. cdc. gov/ nci dod/ dq/
technica.htm Files are in Adobe Acrobat format.

Thank you for your assistance.

Si ncerely yours,

Robert Wai nwright, M D.
D rector



Di vi sion of Quarantine
Nati onal Center for Infectious D seases

Encl osur es



